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THE MAILING DATE OF THIS COMMUNICATION. 
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1 . Claims 1 -1 0 are under consideration. 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

3. Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hassig (U.S. Pat. No. 4,676,982) in view of Hardie (U.S. Pat. No. 4,477,432), Park et 
al. and Ibbotson et al. Applicants arguments have been considered and deemed not 
persuasive. 

Hassig teaches and claims a method of treating chronic inflammatory diseases of 
the bowel, including ulcerative colitis and Crohn's disease, by intravenously 
administering an effective dose of polyvalent immunoglobulin (see entire document, 
e.g., Abstract and claims). Inflammatory bowel disease is a form of mucosal 
inflammation. Hassig teaches that the immunoglobulin preparation is intact IgG obtained 
from blood serum fractions (i.e., is a pooled human polyclonal immunoglobulin 
preparation, see column 1 , especially lines 32-48). SANDOGLOBULIN (the IgG 
preparation referred to in the Examples section) is a preparation containing at least 
about 25% IgG polyclonal antibodies. Hassig also discloses use of a preparation 
containing at least 70% IgG which is not antigen specific (see claim 1 and column 5, 
first incomplete paragraph wherein the IgG is prepared from human serum that would 
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contain antibodies of all specificities to which the human had been exposed, and 
therefore the preparation is not antigen specific). Hassig differs from the instant method 
by not teaching oral administration and the doses and formulations for oral 
administration. Hardie teaches that immunoglobulin preparations prepared for 
intravenous administration could also be administered orally without a loss of 
therapeutic efficacy (see entire document). Hardie teaches that oral administration of Ig, 
including IgG, has advantages over parenteral (including intravenous) administration 
because oral administration avoided the pain of an injection, by provided an easy 
means of administering the composition, and provided an administration route by which 
larger doses could be administered if needed (see column 2, especially "Summary of 
the invention"). Hardie teaches formulating the oral immunoglobulin preparation as part 
of a pharmaceutical^ acceptable carrier, and teaches encapsulation of the composition, 
which would provide an enteric coating (see columns 3-4). Hardie teaches that the 
formulation administered in the examples of the invention for treatment of enteric 
infection contained 14 mg/dl (1.4 mg/ml-) of IgG and that I-8 ml-kg/day was 
administered (1 .4- 112 mg/kg). Thus for an adult of 70 kg, the corresponding dose would 
be 98-784 mg, which falls within dosage recited in instant claim 7. Park et al. teach the 
treatment of rheumatoid arthritis using orally administered pooled human IgG at a 
dosage encompassed by that recited in the claims (see abstract). Thus, the art 
recognized that orally administered pooled human polyclonal IgG (SANDOGLOBULIN) 
had been used successfully to treat an autoimmune disease. In addition, Park et al. 
suggest that the pooled human IgG may neutralize superantiggns related to the 
pathogenic mechanism of rheumatoid arthritis and Ibbotson et al. suggest that 
superantigens are involved in the pathogenic mechanism in IBD (see page 4, last two 
paragraphs). It would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to have created the claimed invention because Hassig 
teaches a method of treating chronic inflammatory diseases of the bowel, including 
ulcerative colitis and Crohn's disease, by intravenously administering an effective dose 
of polyvalent immunoglobulin pooled human polyclonal whilst Hardie teaches that 
immunoglobulin preparations prepared for intravenous administration could also be 
administered orally without a loss of therapeutic efficacy and Park et al. teach the 
treatment of autoimmune disease with pooled human IgG. The ordinary artisan would 
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have been motivated to substitute oral administration for intravenous administration 
because Hardie teaches that oral administration is advantageous compared to 
parenteral, including intravenous, administration and Park et al. disclose successful 
treatment of autoimmune disease with orally administered polyclonal pooled human 
IgG. In addition, Park et al. suggest that the pooled human IgG may neutralize 
superantigens related to the pathogenic mechanism of rheumatoid arthritis and Ibbotson 
et al. suggest that superantigens are involved in the pathogenic mechanism in IBD (see 
page 4, last two paragraphs). Thus one have been motivated to treat IBD with orally 
administered polyclonal pooled human IgG because of the potential role of 
superantigens in both IBD and rheumatoid arthritis. 

In the amendment filed 3/2/2005, applicant has referred to a plethora of 
references that are not of record and of which no copy has been submitted. These 
references have not been considered and applicants comments regarding said 
references have also not been considered. Regarding applicants comments about a 
particular WEB page, due to the impermanent and ever changing nature of WEB pages, 
if applicant desires to have the content of a particular WEB page considered, it needs to 
be submitted in paper copy. Regarding applicants comments, Hassig teaches and 
claims a method of treating chronic inflammatory diseases of the bowel, including 
ulcerative colitis and Crohn's disease, by intravenously administering an effective dose 
of polyvalent immunoglobulin (see entire document, e.g., Abstract and claims). 
Inflammatory bowel disease is a form of mucosa! inflammation. Thus, the prior art 
already established that chronic inflammatory diseases of the bowel, including 
ulcerative colitis and Crohn's disease, could be treated by intravenously administering 
an effective dose of polyvalent immunoglobulin. The ordinary artisan would have been 
motivated to substitute oral administration for intravenous administration because 
Hardie teaches that oral administration is advantageous compared to parenteral, 
including intravenous, administration and Park et al. disclose successful treatment of 
autoimmune disease with orally administered polyclonal pooled human IgG. In addition, 
Park et al. suggest that the pooled human IgG may neutralize superantigens related to 
the pathogenic mechanism of rheumatoid arthritis and Ibbotson et al. suggest that 
superantigens are involved in the pathogenic mechanism in IBD (see page 4, last two 
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paragraphs). Thus one have been motivated to treat IBD with orally administered 
polyclonal pooled human IgG because of the potential role of superantigens in both IBD 
and rheumatoid arthritis. The Ibbotson et al. reference provides a variety of evidence 
that suggests that superantigens are involved in the pathogenic mechanism in IBD (see 
entire reference) . Regarding applicants comments about Hardie, Park et al. disclose 
successful treatment of autoimmune disease with orally administered polyclonal pooled 
human IgG. Regarding applicants comments about Park et al., said reference states: 
"Rheumatoid arthritis is a systemic disease in which superantigens may be implicated. 
We decided to administer pooled Ig orally to patients with rheumatoid arthritis with the 
idea that it might neutralize pathogenic superantigens if present in the gastrointestinal 
tract.". Regarding applicants comments about Ibbotson et al., the Ibbotson et al. 
reference provides a variety of evidence that suggests that superantigens are involved 
in the pathogenic mechanism in IBD (see entire reference) . 

4. No claim is allowed. 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 571 
272-0851. The examiner can normally be reached on Monday to Thursday from 
7:30am to 6:00pm. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at 571 272 0841. The fax 
phone number for the organization where this application or proceeding is assigned is 
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703-872-9306. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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